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pemarks/Arenments 
Claims 17-24 are presented, hereby, in place of claims 9-16, canceUed hei eby without 

prejudice or disclaimer. 

Claims 17-24 correspond to claims 9-16, respectively, revised to more cleaily define the 

inventioii. 

Claims 9-16 were rejected under 35 USC 112, ^2, for aUegedly beinj indefinite. 

Reconsideration is requested. 

Any stray marks that appear in claims 9-16 were inadvertent and are elimi nated by tiie 

instant amendment. 

By the instant amendment the identity "A" in claim 9 is replaced by "HI" in] iresent claim 
17, as, also, identified in ttxe specification (page 3). 
Thelaijguage 

R, is (Ci-Cj) aUcyl or (Cj-Cg) mono- or polyhydroxyaJkyl and is (Cj-C ,) 
mono- or poljfeydioxyalkyl or else Rj is H and Rj is (C^-Cg) mono- i>r 
polyhydroxyaJkyl or a group of formula A 

in claim 10 is not rendered indefinite by the phrase "or else." The phrase "or else" clearly 

indicates that tiie limitation/offowi«^ the phrase is an alternative of toe limitation^ >receding the 

phrase. In order to expedite prosecution, however, the language at issue in claim 'i,0 is changed 

in corresponding replacement claim 1 8 to read: 

Ri is H, (Cj-Cj) aUqrl, or (Cj-Cj) mono- or polyhydroxyalkyl, 

when Ri is (Cj-Cj) alfcyl or (Cj-Cb) mono- or polj^ydroxyalkyl, Rj is (i VCg) mono- 

or polyhydroxyalkyl, and 

when Ri is H, Rj is (Cr-C») mono- or polyhydroxyalkyl or a group of j ormula A. 
Claim 13 is revised hereby, as claim 21, to be dependent on an active clain i, i.e., present 
claim 17. 

Independent claim 15 is rewritten hereby as a dependent claim, i.e., claim 23, which is 
dependent on claim 17. Thereby, antecedent basis is found in replacement claim 23 for the 
variable "R" appearing in the rejected claim. 

As for the term "racemic compound," it is not indefinite as alleged in th* t statement of 
rejectioa The tacm has a weU defined accepted meaning in the art, e.g., in BasU T srminology 
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ofStereochemistry(JUPAQ Recommendations 1996) http;//www.chem.qmi4.ac.uk/iitpac/sm>/> 
Entries begiiaing with R and S ( hit p;//www.cb ftm-tiTnw ftc.uk/iupac/stereo/) (c<.py attached 
hereto as "Appendix," pages i and ii) (emphasis in original): 
Racemic Compoimd 

A crystalline racemate in which the two enantiomers axe present in equi il 
amounts in a well deimed arrangement within the lattice of a 
homogeneous crystalline addition compousd. 

The correct test for indefinite claim language is whether oooe of ordinary s! till in the art 
would be confused as to the meaning of subject matter defined by the language ad issue. In re 
Kroekel, 183 USPQ 610 (CCPA 1974). According to the statement of reject,on. racemic 
compound renders the claims "confusing"; "what stereoisomers" are covered h/ the recited 
racemic compound allegedly being "unclear" (Office Action, page 3) (emphasis jdded). The 
aforesaid reasoning supporting the rejection concerns the scope (breadth) of "raccanic 
conqjound," not its definition. 

However, concern about the scope of the language at issue has no bearing oi i whether the 
language renders the claims indefinite under § 1 12, TI2, since claim "breadth is not ' io be equated 
with indefiniteness." In re Milter, 169 USPQ 597, 600 (CCPA 1970). AlthouaJi an 
"undoubtedly laigc number" of embodiments might fall within the scope of a genetic expression 
"the expression is not for that reason indefinite," In re Skoll. 1 87 USPQ 48 1. 482 C XPA 1975), 
and whether a particular embodiment is covered by the expression "is rendered no less certain 
by the large number." 187 USPQ at 483. Since the rq ection as appUed in conne<ition with the 
limitation "racemic compound" is based on reasoning "not to be equaled with inilefiniteness," 
600 USPQ at 600, the rejection as so applied cannot be maintained. 

Claims 15 and 16 were rejected under 35 USC 102(e) fi>r aUeged lack of novelty based 
on US61 87285 (Meyer). Reconsideration is requested. 

For anticipation under § 102 to exist, each and every claim limitation, as aixanged in the 
claim, must be found in a single prior art reference. Jamesbury Corp. v. Liaon Industrial 
Products, Inc., 225 USPQ 253 (Fed. Cir. 1985). Hie absence ftom a prior art leference of a 
single claim limitation negates anticipation. KolsterSpeedsteelABv. Crucible Inc.,230XJSPQ 
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81 (Fed. Cir. 1986). A reference that discloses "substantiaUy the same itiventioa" is not an 
anticipation. Jamesbury Corp. To anticipate the claim, each claim limitation must "identically 
appeal" in the reference disclosure. Gechter v. Davidson, 43 USPQ2d 1030, 103 2 (Fed. Cir. 
1997) (emphasis added). To be novelty defeating, a reference must put the public i i possession 
of the identical invention claimed. In re Donahue, 226 USPQ 619 (Fed. Cir. 198i .), 

Claims 23 and 24r which replace rejected claims 1 5 and 1 6, respectively, aa e dependmt 
on present claim 17. Claim 17 is limited to the "racemic compound" of s1 ereoisomers 
r^escnted in the structure identified as "formula IDL" Being dependent on cUam : 7, claims 23 
and 2H axe limited to tiie same stereoisomers represented in "formula HI" of claim 17. 

The statement of rejection alleges that the compound described in Meyer Example 4 
(Meyer, columns 23-24) fully meets claims 15 and 16. Replacement claims 2*', and ;i3, however, 
are limited to the stereoisomeric oonrpound of "formula m," which is not mentioi led in Meyer 
in connection with the Example 4 compound, or anywhere else in the reference, .\ccordingly, 
lixoitations on claims 24 and 23 being absent from Meyer, anticipation of claims 2*1 and 23 is 
negated, Kolster SpeedsieelA B, supra, and, so, claims Z^and 23 axe not subject to rejection 
under 35 USC 102(e) based on Meyer. 

Moreover, claims 15 and 16 are not ftilly met by the compound described in Meyer 
Example 4. Tlie rejected claims are limited to a "racemic compound." As such, t le claims are 
limited to a "ciystaUine racemate in which the two enantiomers are present in equiU amounts in 
a weU defmed arrangement within the lattice of a homogeneous crystalline additio* n compound." 
Basic Terminology of Stereochemistry, supra. Accordingly, limitations on claiios 15 and 16 
being absent ftom Meyer, anticipation of claims 15 and 16 based on Meyer is negated, Kolster 
Speedsteel A B. supra. Since present claims 2H- and 23 maintain the "racemii; compound" 
limitation of claims 15 and 16, claims 2'+and 23 are likewise not anticipated by t tie reference. 

The statement of rejectionmaintains that, since "racemic compound" appeacs inthe claim 
preamble of claims 15 and 16. it is not a limitation on the claims. The statement .>f rejection is 
mistaken. 

A preamble limitation eocompasses material limits on claim scope in a ddition to the 
limitations recited inthebody of the claim. Coming Glass Works v. Sumitomo Electric U.S.A., 
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Inc., 9 USPQ2d X962 (Fed. Cir. 1989). Where words in the preamble are nec<ssaiy to the 
meaning of the claim, "they are deemed limitations of the claim." Gerber Garment Technology 
Inc. V. Lectra Systems Inc., 16 USPQ2d 1446 (Fed. Cir. 1990). The recitation in a claim 
preamble can limit the claim so as to define over the prior art In re Stencel, 4 Ul JPQ2d 1071 
(Fed. Cir. 1987). 

Claims 9-12, 15, and 16 were rejected imder 35 USC 103(a) for alleged lack of non- 
obviousnessbasedonMeyer combined •withUS6177562(Uggeri). Reconsideration isrequested. 

To estabUsh;?ri?7ia/ac^e obviousness of a claimed invention, all the claiii limitations 
must be taught or suggested by the prior ait. In re Royka, 490 F.2d 981, 1 80 USPC 580 (CCPA 
1974). "Allwordsin aolaimmustbecOBisideredinjudgingthepatentabihtyoftiiatrJaimagainst 

theprior art." M re Wilson, 424F.2d 1382, 1385. 165 USPQ 494. 496 (CCPA 1970>. A "ground 
of rejection is simply inadequate on its face . . . [when] the cited references do not support each 
limitation of [the] claim." In re Thrift, 63 USPQ2d 2002, 2008 (Fed. Cir. 2002). When 
conducting an obviousness analysis, "all linntationsofaclaimmust be considerediisdeterminm^ 
ihe claimed subject matter as is referred to in 35 U.S.C. 103 and it is error to ignore specific 
limitations distinguishing over the [prior art] reference." Exparte Murphy, 217 IPQ 479, 481 
(POBd. App. 1982). 

According to the statement of rejection, it is specificaUy considered that U ggeri teaches 
racemic mixtuies of certain substitiitedDOTA analogaes useful as contrast agenti; for methods 
of MRL This analysis of the content of reference is incorrect. 

The reference Uggeri aims at compounds derived from DOTA according '» fonnula (T) 
and (n) botii in the racemic and optically active forms useful as contrast agents. 

The statanent of rejection recognizes that these compounds are different from those 
covered by the presently pending claims. 

Further, it is respectfully submitted that Uggeri does not teach a racemic mixture as 
claimed of those different compounds useful as contrast ageats. 

hideed, the contiast agent according to claim 9 recites a racemic mixture a f two specific 
enantiomers, i.e., the RRER/SSSS enantiomers. 
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However, the reference Uggeri does neither mention or suggest any €ne of these 
enantiomcrs, alone or as a racemio mixture. It only generally alleges that the claime<!icompQunds 
may be usefial either in a racraiio or in optically pure form. 

The only specific disclosure of a racanic mixture in the refer«ice Ugg»i regards the 
compoiind of example 2B. This compotxod is said to be obtained under the fisrm of a mixture 
of "a couple ofdiastereom&rs, each being a racemic mixture" (coL 22 1.37-39). 

For memory, the mirror image of a chiral compound is its enanti>mer, while 
diastereomCTs, which exist for compounds having more than one chiral centea:, are steroisomers 
that are not mirror images. A racemic mixture is a 1:1 mixture of two enantiomeis. 

In this context, we understand that the term "a <;oMp/e"means at least two. Consequently, 
the compoimd disclosed by the Uggeri reference contains at least two racemic mittures of two 
enantiomers each, in opposition to the racemic mixture recited in claim 1, which co mprises finly 
one racemic mixture, thus composed of two enantiomers, which according 1o the above 
jlefiTiitf ons are not diastereomers. 

In fact, it is considered that &e term "a couple" would have been undo stood by the 
skiUed reader as meaning several diastereomCTs. hxdeed, the compound disclosed in ttie refarence 
Uggeri possesses four chiral centers and thus the principal 2^ = 16 stereoisomers, According to 
the reference Uggeri, there is no purification step or asymmetric reaction step. l . may thus be 
expected tiiat the reaction product comprises substantially all stereoisomers, this mixture having 
however no measurable enantiomeric excess, i.e., no overall optical rotatory power properties. 
This leads to tfie problems the claimed invention int^ids to solve, that is tiie lack of 
reproducibility in terms of effectiveness and toxicity between two successive nianufeotuiing 
batches (see application, p. 21. 17-24). 

The reference Uggeri fails to point out any of these problems and finther do » notprovide 
any hint to the solution according to the invention. Consequently, it could not rend^ the claimed 
inv«ition obvious. 

Claims 13 and 14 are not among the claims identified in the prior art rg ectj ons of record. 
i.e., the rgections under §102(e) and §103(a). As such, in accordance with the instant OfEce 
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Actionihe subject matter in each of claims 13 and 14, represented by present claims 21 and 22, 
respectively, is free of the prior art. ' 
Favorable action is requested. j 

Respectfully submitted, 

JACOBSON HOLMAN PLI 



400 Seventh Street, NW 
The Jenifer Building 
Washington, D.C. 20004 
Tel. (202) 638-6666 
Fax (202) 393-5350 
Date: October 14, 2003 
WEP/bap 
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COMMISSION ONNQM-. . - - ^ 

COMMISSION ON PHYSICAL ORG. 



;C CHEMISTRY 



Basic Terminology of Stereochemistiy 



Com 
P 



(lUPAC Recommendations 1996) 

http://www.cheiii.qmnl.ac.ak/lupac/stereo/ 
Ptepared for publication by: G. P. Moss. 

)mposition of the Joint Working Par^ (1981-1994): O. Achina.wvn?z>^.A. lavie, 
M!'Giles,Jr,M,M,Maco^^^^^^^ 



cm 




G, 



ServSe3, J. Siegel (Universily of California, San Diego). 

World Wide Web version Prepared by G- P. Moss 



Department of Chenwi: 
^ Mile End 




lueen Maiy University of London, 
.ondon,E14NS,UK 
>| Tiiul.ac.uk 



The definitions used in this glossary are iden^cal to tiiose rn t^^^ 

G J>. Moss Pure and Applied Oiemistrv^i, 2193-2222 (1995) [Comiight 
im>AC reproduced with flie neimission of taPAC], If you use any of &ese 



are identicdto those p^t^^ 

AW* -r-w, M.^w^^ 1 jpenxiiss™- ^« a- 

definitioixs please cite this reference as then source. 

For problems in converting the text into a World Wide Web version see the TUIIAC 
home page. 

Any comments, corrections or suggestions for additional entries in a future edit ion 
should 6-mailed to g.p.moss@q mul.ac.uk 

This glossary is organised into the following sections: 

Contents ^ ^ . . 

gtfoduction and Graph ic Representations 

Kntnes be p ;inning with D and, n 
Entries be ptTiTimp with ^ xo M 
Entnes ue ^nming wittTN to O 
Entiles I3e p;mmn^ with R ana a 
Ijntaes be> itimng wiih 1' to Z. 



Return to main TT JPAC Chem ical Nomenclature home page 
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Basic TermSnology of Stereochemistry 
(lUPACJlecoixanendations 1996) 

iRandS 

Continued from terms starting with N to Q 

Contents 

^ , n SH^ S R* S*- rac\ Racemate; Racesnic; Raceinic Confound; Raoenuc Conglonierate; R^.ceimcMn^nre; 

g^^SteSuSv: Stertospecificitv: Steric Strain s Sunercosatilrtv: Syn; Svnch««l; Synpa planar 

r,s 

Stereodescriptors pseudo-asymmetric atom. For references see under R. S. 
R S 

The aooroved designaUons (devised by Cahn. Ingold andPrelog) of absolute configuratioa fom- 
S^Ste SadriSantt ani six^oorWe (sexiligant) ^tereog^icc^t^^^J^^fV^^^ 
SSsciititors inlystematic cWcal nomenclaiure see R.S. ^.K fcgc^d^dj l^^Ang^^ 
Chem. 78 413-447 (196S), Angew. Chem. Intemat. Ed. Eng. 5, 385^15, 511 (1966), ama v. raiog ana 
HetaS. J[«g«w. Ctem! 94, 614-631 (1982), ^ngew. Chem. Intemat. Ed. Eng. 21, 567-)83 (1982). 

Sj, See planar chirality. 
R\S* See relative configuration, 
rac See racemate. 
RftC6in3.te 

An eauimolflr mixture of a pair otenantiomers. It does not exhibit optical activi^. The 
fS^fr^^^ IS diSinguishcd from those of the enantiomers by the prefix i±y oyrac^ (or racem-) 
or by the symbols AS and SR. 
Racemic 

Pertaining to a racemate, 
Racemic Comt>oimd 

A cryslaUine racemate in^cb the two enantiomers are.present m equal aniojmts in a veil defined 
SSgement within the lattice of a homogeneous crystalbne addition eoinpound. 

RacenUc Conglomerate 

An eouimolar mechanical mixture of crystals each one of which contains only one ^^^\,^<>fjXnJ^ 
RAcexnic Mixtore (usage Strongly discouraged) 

The term is conftising since it has been used as a synonym for both racemate and racem Ic conglomerate. 
Racemisation 

The production of a racemate from a chiral starting tnaterial in which one enantiomer H i present in excess. 
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